This is a critical abstract of an economic evaluation that meets the criteria for inclusion on NHS EED. Each abstract contains a brief summary of the methods, the results and conclusions followed by a detailed critical assessment on the reliability of the study and the conclusions drawn.
The costing was carried out prospectively on the same sample of patients as that used in the effectiveness study.
Study sample
Limited information on the primary HTA was reported as the study had already been published. A total of 60 GPs were initially identified and two possible groups were considered. GPs could either give nutritional counselling to their patients or refer patients to a dietician. Twenty-nine of the 30 GPs included in the dietician group participated, while 22 of the 30 GPs included in the GP group participated. Overall, 503 patients were involved in the study. There were 312 patients in the dietician group and 191 in the GP group. No information on patient demographics was given.
Study design
This was a prospective, randomised controlled trial that was presumably carried out at several centres. The participating GPs were randomised to either give nutritional counselling or to refer patients to a dietician for counselling (the study used two dieticians). The length of follow-up was not explicitly reported but the patients were followed until all counselling sessions were delivered (i.e. 12 months). Of the patients who were counselled by a dietician, 67.0% completed all six counselling sessions, while 68.1% of the patients who were counselled by a GP completed all the sessions.
Analysis of effectiveness
The analysis of the clinical study appears to have been restricted to those patients with complete data. The primary outcome measures were the life-years gained (LYG) and the LYG without IHD. Both measures were estimated using a Cox regression model with age as the time scale and with the following risk factors: gender, cholesterol (including highdensity lipoprotein), systolic blood pressure, smoking, BMI, diabetes, familial predisposition and prior heart disease. The regression model had been validated using data from two Danish population studies with a 10-year follow-up to establish risk scores, and nine clinical trials to estimate the effect of the intervention. The baseline comparability of the study groups was not stated.
Effectiveness results
The LYG over no intervention were assessed for a sample of 401 patients with complete data. The LYG without IHD were estimated for a sample of 377 patients with complete data.
The total LYG over no intervention were 0.0528 (95% confidence interval, CI: 0.0317 -0.0739) in the whole sample (both GP and dietician groups), 0.0274 (95% CI: 0.0013 -0.0534) in the dietician group, and 0.0919 (95% CI: 0.0569 -0.1269) in the GP group.
The effect was stronger among women when counselling was performed by a dietician, and stronger among men when counselling was performed by a GP. The average effect for men counselled by a dietician was insignificant.
The total LYG without IHD over no intervention were 0.1023 (95% CI: 0.0739 -0.1306) in the whole sample, 0.0700 (95% CI: 0.0388 -0.1011) in the dietician group, and 0.1608 (95% CI: 0.1054 -0.2162) in the GP group.
The effect was greatest for the patients counselled by a GP, and was not significant for men counselled by a dietician.
Clinical conclusions
The effectiveness analysis showed that both interventions were significantly effective in comparison with no intervention. GP-delivered counselling was more effective than counselling by a dietician.
